
 
 

 

ISRCTN Results System Prototype (link) 
 
Summary of the PHUSE Data Transparency Working Group’s Feedback Submitted Online Via Prototype 
Link 
 
Form fields highlighted in purple 
 
 
Role, organisation or other information: 
 
Dear ISRCTN Team 
 
We would like to thank you for the opportunity to review and provide feedback on the new results system 
prototype. The feedback was developed by a diverse group of experts from the PHUSE Data Transparency 
Working Group.  
 
For the purposes of providing feedback, we have tested the fields, and we are not submitting any results. We 
noticed the option to submit the form is greyed out since the ISRCTN results system prototype disables the 
submit button while in Review Mode. I am pleased to share a summary of comments, included in the ISRCTN 
results system prototype feedback collated from our review at PHUSE. 
 
We are an independent, not-for-profit organisation run by a worldwide team of volunteers providing the 
healthcare industry with a premier platform for open-access knowledge sharing of ideas, tools and standards 
around data, statistical and reporting technologies. PHUSE has become the industry voice to regulatory 
agencies and standards organisations such as the FDA, the EMA and CDISC. 
 
Our team have very much enjoyed being part of this important initiative to give feedback and drive forward the 
future of clinical trials.  
 
Please feel free to reach out if you have any queries. 
 
Many thanks 
 
Devaki Thavarajah 
PHUSE Data Transparency Working Group Lead 
devaki.thavarajah@phuse.global  
 
Respectfully submitted on behalf of the PHUSE Data Transparency Working Group 
 
 
  
 

https://results-form-nuzo.onrender.com/
mailto:devaki.thavarajah@phuse.global


 
 

 

 
 
 
 
 
 
 
 
 
 
 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

Example screenshots: 
 
Results Sections Contents Page – Before Completion 

 

Results Sections Contents Page – After Completion 

 



 
 

 

Page disclaimer located at the bottom of the Contents page:  
 
(Checkboxes are greyed out since the ISRCTN results system prototype disables the submit button in 
Review Mode.) 

 
 

 

 

 

 

 

 

 

 

FORM SECTIONS 

 

 
 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

Potential Conflicts of Interest: 
WHO requirement: Conflicts of interest for study steering group members are included in the registry 
summary results. 

Please help us improve this form by providing feedback on this section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Not easy 
 

2. What suggestions would you make to improve this section? 

• Suggest defining conflicts of interest. (There is no definition on the web form or any links to where this 
information can be found.) Also define who is considered a steering committee member. 
 

 
 

 

 

 

 

 

 



 
 

 

Protocol & Statistical Analysis Plan: 
WHO requirement: The final study protocol (with version 
number, date and history of amendments) is included in the 
registry summary results. 

Please help us improve this form by providing feedback on this 
section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Moderately easy 
 

2. What suggestions would you make to improve this 
section? 

No comments 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

 

Completion Status: 
WHO requirement: The completion status and completion date for your study are included in the registry 
summary results. 

Please help us improve this form by providing feedback on this section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Moderately easy 
 

2. What suggestions would you make to improve this section? 

No comments 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 
 
 
 



 
 

 

Publication Status: 
WHO requirement: The date and digital object identifier for the journal publication of the primary results 
are included in the registry summary results. 

Please help us improve this form by providing feedback on this section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Moderately easy 
 

2. What suggestions would you make to improve this section? 

No comments 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

Plain Language Summary of Results: 
The WHO does not require plain language 
summaries (PLSs) of results to be included in the 
registry summary results. 

Please help us improve this form by providing 
feedback on this section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Moderately easy 
 

2. What suggestions would you make to improve 
this section? 

No comments 

 

 

 

 

 

 

 

 

 

 

 

 

 

 
 



 
 

 

Data Sharing Plan: 
WHO requirement: The data sharing plans are updated as needed after study completion. 

Please help us improve this form by providing feedback on this section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Moderately easy 
 

2. What suggestions would you make to improve this section? 

• General comment: It would be helpful to mark on the form the fields from IRAS which are posted in the 
public domain. 
 

• In some organisations, another department populates the IRAS form, so perhaps it would be helpful to 
have an option for the person completing the form to include additional member contact details; to 
allow the form submission to be viewed by the other interested groups; and to show which fields were 
selected to opt in for auto-registration so the interested groups can also prepare for the next steps and 
maintain compliance. 
 

• Formatting: In instances where there is a prompt to select one option (“Please select one of the options 
below:”), square checkboxes are used. Typically, square boxes are used when there are multiple 
options to select. Therefore, we suggest changing square boxes to circular because circles are usually 
used when there is only one option to select.  
 
Note: This comment applies to all instances throughout the form when square boxes are used and the 
user is required to select only one option. 

 
 
 
 
 
 
 
 
 
 



 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

 

Participant Flow: 
WHO requirement: Information relating to the flow of participants through the study, from enrolment to 
inclusion in the main analysis of the primary outcome measure, is included in the registry summary 
results. 

Please help us improve this form by providing feedback on this section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Not easy 
 

2. What suggestions would you make to improve this section? 

• General comment regarding the ‘Mark All Complete’ button in the top left corner of the main menu: 
Suggestion for the system to include additional verification and pointers for the required amendments 
(within each section and on the contents/main menu page) because this button may be selected 
without the record being completed correctly. 
 

• This section is complex and must be completed before being able to continue to the remaining 
sections. The system includes validation checks but could be improved for user-friendliness. 

 



 
 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 
 
 



 
 

 

Options: 
 
PDF UPLOAD 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 



 
 

 

REGISTRY RESULTS TABLE UPLOAD 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 



 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

 

Baseline Characteristics: 
WHO requirement: Baseline characteristics for age, sex and other relevant characteristics are included 
in the registry summary results. 

Please help us improve this form by providing feedback on this section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Not easy 
 

2. What suggestions would you make to improve this section? 

• Users must click on several options to navigate each aspect for completion. An option to reset form 
fields would be helpful for starting afresh on a particular section or question. Square box options can 
be unselected, but this is not possible with the circle field options. We suggest simplifying the 
navigation and data entry user interface experience. The prototype lacks user-friendly features and 
documentation. 
 

• For sex, the options are: male, female, not recorded as male or female. In some cases – for example, 
when there is one female in the arm – providing more baseline characteristic information gets you a 
profile of the patient. There should be an option to show the baseline per overall study so as not to build 
the profile of a particular patient where the arm is N=1. 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

Options: 
 
PDF UPLOAD 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

REGISTRY RESULTS TABLES UPLOAD  

 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

Outcome Measures – Population 1: 
WHO requirement: Primary and secondary outcome measure results are included in the registry 
summary results. 

Please help us improve this form by providing feedback on this section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Not easy 
 

2. What suggestions would you make to improve this section? 

• In the section for uploading of results, is that needed for individual endpoints or for all of them? 
 

• Clarification is required on how to report the outcome measure for a different population when a 
different population was selected for the overall Outcome Measures section. This is a system limitation 
in reporting outcome measures for different populations, whereby only one population can be selected 
per outcome measure, which may not reflect study complexity. 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

Options: 
 
PDF UPLOAD 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 



 
 

 

REGISTRY RESULTS TABLES UPLOAD 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

 

Adverse Events – Population 1: 
WHO requirement: Adverse events (AEs) for all-cause mortality (death), serious adverse events and other 
adverse events are included in the registry summary results. 

Please help us improve this form by providing feedback on this section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Not easy 
 

2. What suggestions would you make to improve this section? 

• Adverse Events for Another Population: 
 
“Do you want to add adverse events for another study population? 
(The WHO does not require that additional populations are included in registry summary results.)” 
 
Clarification required here – is this talking about any sub study or something else? 

 
• The terms “another study population” and “additional populations” should be defined in the form to 

avoid ambiguity. 
 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

  

 

 

 

 



 
 

 

Study Conclusion: 
(Optional Field) The WHO does not require 
study limitations or a study conclusion to be 
included in the registry summary results. 

Please help us improve this form by providing 
feedback on this section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Moderately easy 
 

2. What suggestions would you make to 
improve this section? 

No comments 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

Share Reusable Data: 
Have you uploaded (or do you intend to upload) one or more PDF files of your results in any of the 
following sections: Participant Flow, Baseline Characteristics, Outcome Measures, Statistical Results or 
Adverse Events? 

Please help us improve this form by providing feedback on this section: 

1. How easy will it be to complete this section? 

Very easy | Moderately easy | Not easy 

PHUSE Response Selection: 
Not easy 
 

2. What suggestions would you make to improve this section? 

• PDF vs. CSV file uploading should be noted in individual sections where applicable. Currently, CSV 
uploads are only mentioned towards the end of the form within the ‘Share Reusable Data’ section. We 
recommend being more specific earlier on so users know before they reach the final section. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

Submission confirmation denoted by ‘Feedback Submitted’ for each section: 

 

POTENTIAL CONFLICTS OF INTEREST 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

PROTOCOL & STATISTICAL ANALYSIS PLAN 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

COMPLETION STATUS 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

PUBLICATION STATUS 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

PLAIN LANGUAGE SUMMARY OF RESULTS 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

DATA SHARING 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

PARTICIPANT FLOW 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

BASELINE PARTICIPANT CHARACTERISTICS – POPULATION 1 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

OUTCOME MEASURES – POPULATION 1 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

ADVERSE EVENTS – POPULATION 1 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

STUDY CONCLUSION (Optional) 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 



 
 

 

SHARE REUSABLE DATA 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 


	BASELINE PARTICIPANT CHARACTERISTICS – POPULATION 1

